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DETAILED ACTION 

Response to Amendments 

Applicant's amendments filed 4/9/08 to claim 2 have been entered. No claims 
have been cancelled or added. Claims 1-13 remain pending in the current application. 

Upon reconsideration, the examiner has determined that a new restriction 
requirement is necessary in this case. This restriction requirement should replace the 
one mailed 3/10/08. Any inconvenience is regretted. 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claims 1-6, drawn to a first method of using an anticoagulant to treat patients 
with or at risk for heparin-induced thrombocytopenia (HIT). 

Group II, claim 7, drawn to a second method of using an anticoagulant to prevent an 
upsurge in thrombin regeneration and prevention of new thromboembolic complications 
in patients with or at risk for HIT. 

Group III, claim 8, drawn to a third method of using an anticoagulant to lower the risk of 
venous limb gangrene in patients with or at risk for HIT. 

Group IV, claims 9, 1 1 , and 13, drawn to a fourth method of using an anticoagulant to 
lower the risk of amputation in patients with or at risk for HIT. 

Group V, claims 10 and 12, drawn to a method of using argatroban and a coumarin 
derivative to treat patients with or at risk for HIT. 

The inventions listed as Groups l-V do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
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corresponding special technical features for the following reasons: They are not unified 
by a special technical feature. 

The expression "special technical feature" refers to those features that define a 
contribution which each of the claimed inventions, considered as a whole, makes over 
the prior art. Thus, a feature found in the prior art cannot be considered to be a special 
technical feature. 

In this case, Groups l-V are unified by the administration of an anticoagulant to a patient 
with or at risk for HIT until platelet counts in said patient increase. Administration of 
anticoagulants was known in the art at the time of the invention. Smythe et al. (2002, 
American Journal of Hematology 7 '1 : 50-52; reference u) teach administering a direct 
thrombin inhibitor (argatroban or lepirudin) along with warfarin to HIT patients (page 51 , 
e.g.). Furthermore, Adkins (1998, BioDrugs 10: 227-255, abstract only; reference v) 
teaches that administration of lepirudin to HIT patients increased platelet counts in said 
patients (see lines 6-7 of abstract). At the time of the invention, therefore, administering 
anticoagulants that are thrombin inhibitors to HIT patients to increase their platelet 
counts was known at the time of the invention and cannot be considered a special 
technical feature. 

An international or a national stage application containing claims to different categories 
of invention will be considered to have unity of invention if the claims are drawn only to 
one of the following combinations of categories: (1 ) a product and a process specially 
adapted for the manufacture of said product; (2) a product and a process of use of said 
product; (3) a product, a process specially adapted for the manufacture of the said 
product, and a use of the said product; (4) a process and an apparatus or means 
specifically designed for carrying out the said process; or (5) a product, a process 
specially adapted for the manufacture of the said product, and an apparatus or means 
specifically designed for carrying out the said process. If multiple products, 
processes of manufacture or uses are claimed, the first invention of the category 
first mentioned in the claims of the application and the first recited invention of 
each of the other categories related thereto will be considered as the main 
invention in the claims. See 37 C.F.R. 1.475. 

In this case, the application recites four different methods of using anticoagulants; the 
end points in claims 1 and 7-10 are distinct. Therefore, the main invention will be 
considered claims 1-6 only. 

This application contains claims directed to more than one species of the generic 

invention. These species are deemed to lack unity of invention because they are not so 

linked as to form a single general inventive concept under PCT Rule 13.1 . 
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The species are as follows: 

Anticoagulants: (a) enoxaparin, (b) dalteparin, (c) tinzaparin, (d) bivalirudin, (e) 
fondaparinux, (f) argatroban, (g) efegatran, (h) inogatran, (i) desirudin, and (j) lepirudin, 
as in claims 2, 4-6, and 10; elect ONE. 

Applicant is required, in reply to this action, to elect a single species to which the 
claims shall be restricted if no generic claim is finally held to be allowable. The reply 
must also identify the claims readable on the elected species, including any claims 
subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

The following claim(s) are generic: claims 1 , 3, 7-9, and 11-13. 

The species listed above do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding 
special technical features for the following reasons: Pursuant to PCT Rule 13.2 and 
PCT Administrative Instructions, Annex B, Part 1(f)(l)(B)(2), the species are not art- 
recognized equivalents. 

When alternatives of chemical compounds are claimed, they shall be regarded as being 
of a similar nature where all alternatives have a common property or activity, and either 
a significant structural element is shared by all of the alternatives, or all of the 
alternatives belong to a recognized class of chemical compounds in the art to which the 
invention pertains. The words "significant structural element is shared by all of the 
alternatives" refer to cases where the compounds share a common chemical structure 
which occupies a large portion of their structures, or in case the compounds have in 
common only a small portion of their structures, the commonly shared structure 
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constitutes a structurally distinctive portion in view of existing prior art, and the common 
structure is essential to the common property or activity. The structural element may be 
a single component or a combination of individual components linked together. The 
words "recognized class of chemical compounds" mean that there is an expectation 
from the knowledge in the art that members of the class will behave in the same way in 
the context of the claimed invention. In other words, each member could be substituted 
one for the other, with the expectation that the same intended result would be achieved. 

In this case, the anticoagulants do not share a significant structural element. According 
to the Merck Index, 16 th edition (cited in 3/10/08 Office action), argatroban is a small 
molecule, while bivalirudin is a synthetic polypeptide of the sequence [D-Phe-Pro-Arg- 
Pro-Gly-Gly-Gly-Gly-Asn-Gly-Asp-Phe-Glu-Glu-lle-Pro-Glu-Gly-Tyr-Leu]. Desirudin and 
lepirudin are derivatives of hirudin, a peptide sequence. No structure information could 
be found for the species efegatran and inogatran. Lepirudin and bivalirudin are 
peptides, while enoxaparin, dalteparin, and tinzaparin are fragments of heparin. 
Fondaparinux is a synthetic pentasaccharide that mimics some aspects of heparin. 
There is no evidence on the record that the anticoagulants in claims 2, 4-6, and 10 
share a significant structural element. Therefore, inventive unity among these species is 
lacking. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement may be traversed (37 CFR 1 .143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
preserve a right to petition, the election must be made with traverse. If the reply does 
not distinctly and specifically point out supposed errors in the restriction requirement, 
the election shall be treated as an election without traverse. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
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remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is (571)272- 
1928. The examiner can normally be reached on Monday-Thursday, 9:00am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Lora E Barnhart/ 

Primary Examiner, Art Unit 1651 



